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Application Assembly

&O0verview of RFA
“New 398

#Examples of RFA specific forms and
formats

Division of Extramural Activities Leadership RFA Pre-Application Meeting December 13, 2004



Application

& Approximately $150 Million Available

& Fund 3-6 networks --$10-$20 Million per
network

& 7 Yr Project Period

& Foreign Institutions are not eligible to apply
for this Network Leadership RFA

¢ Organizations can affiliate with more than 1
network

Division of Extramural Activities Leadership RFA Pre-Application Meeting December 13, 2004



Network Application(s)

% Network Leadership must include support for:
@ Coordinating and Operations Center (CORE)

1 Statistical and Data Management Center (SDMC)

1 Network Laboratory Structure (NL)

¢ Can submit as one application combining all three
components, as 1 component independent
application(s) or some combination of two
components.

¢ No clinical trial unit/site should be part of this
application, unit/sites will be a separate RFA

Division of Extramural Activities Leadership RFA Pre-Application Meeting December 13, 2004



Application Assembly
All Applications

— PHS 398 Face Page which
Includes the information for
all components in the
application

 |f Core is part of the application
the PI of the application MUST

be the Network Leader M}w =
— PHS Form Page 2 & Page 2 —
Continued for all components
In the application including all | | T

participating institutions and
key personnel



Application Assembly
All Applications
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e Table of Contents —

— If only one component use 398
Form Page 3

NI T THTEET TTL

— If two or more components are
submitted use a modified
version that includes a
breakdown by component See
Web site for format




Application Assembly
All Applications

— PHS Form Page 4 (Budget for
Initial Budget Period and —
Page 5 (Budget for Entire
Project Period) composite
budgets for all components in
the application I—

o e T T uoa

i
;=

S

mmmmmm

e
::::

e

P e——




e QOverview of the Network

Application Assembly
All Applications

Leadership

— Summary page — do not use
398 Face Page see DAIDS

Web site for format

Title of the Network
Period of Performance

Network Pl with Title and
organizational affiliation

Network Laboratories (NL) PI

with title and organizational
affiliation

SDMC PI with title and
organizational affiliation

SUMMARY SHEET

Two (Z) U0 AFPLICATIONS:  [CORE=-EDMC) ML) [
|CORE) [BDMC+HL)
or

[CORE=HNL) (30MC) |

Thres (3} 1 AFPLICATIONS: (CORE) (30MC) (ML) L
PRIMCIFAL INVESTIGATOR FOR COCADMNATING AHD RESEARCH OFERATIONE CENTER




Application Assembly
All Applications

e Overview of the Network
Leadership
— List all key personnel for the entire R
Network Leadership package. See
DAIDS Web site for format —

susToTALS

— Detailed Budgets, Page 4 & 5, for
the entire Network Leadership

package




Application Assembly
Coordinating and Operations Center (CORE)

— 398 Face Page =
« Network Leader is the PI of the Core =
Application — must devote 50% effort

— 398 Form Page 2 and Page 2 = ‘

Continued S

C  Docecnilivreroace fAr the CAro



Application Assembly

Coordinating and Operations Center (CORE)

— 398 Budget Page 4 and 5(s) including the
following categories
« Administrative support

 Coordination and logistic support for the s

SUDSET FOR INTIAL BUDGET FERN
uuuuuuuuuuuuuuu

Network Leadership (PI, Exec Comm, scientif —f=#===

committees, resource committees and

meetings) =

» Core support for protocol development,

Implementation and oversight

SUTSET FOR ENTIRE PROPDSED F

— If proposing more than 1 of the 6 research
areas, the budget justification must
Include the percentage breakdown by
priority area




Application Assembly
Coordinating and Operations Center (CORE)

— Research Plan- 150 pages —

— Topics should be discussed in the following
order:

 Research Plan for High Priority Area(s)

o If Applicable, Additional Requirement for NIDCR
Research Priorities (up to 10 additional pages)



Application Assembly
Coordinating and Operations Center (CORE)

— Research Plan Format Continued

* PIl, Network Leadership, Network Structure
e Core Operations Center
o Community Advisory Board(s)

e Proposed Clinical Trial Units & Units for HIV/AIDS
Clinical Trial Networks



Application Assembly
Coordinating and Operations Center (CORE)

* Proposed Clinical Trial Units & Units for HIV/AIDS Clinical

Trial Networks

— Must be able to recruit within 6 months of the award

— Each site must have ‘on study’ at least 20 participants

per month — per site and network

— DO NOT REQUEST SUPPORT FOR CTUs OR SITES

OPERATIONAL SUPPORT

— Suggested format on the DAIDS Web

LEADERSHIP FOR HIVIAIDS CLINICAL TRIALS NETWORKS

EXAMPLE
)
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Application Assembly
Coordinating and Operations Center (CORE)

e Research Plan Format Continued

— Protocol Implementation Funds

— Transition of Clinical Research Activities &

omponents

 Ongoing Clinical Trials
— Protocol
— Status
— Timeline
— Costs

LEADERSHIP FOR HIVIAIDS CLINICAL TRIALS NETWORKS LEADERSHIP
Table 4: TRANSITION OF CLINICAL RESEARCH ACTIVITIES AND COMPONENTS

Instructions: Tabls 4 containa 3 sections. The Intent Is 1o summarizs ongoing clinical frlsis (incluga ofher clinical ressarch activity such as
#pidsmialogic or sbaervationa| etudiae), 1GENdry exlating Network componsnts that ars nof Inciuded in the currant applieation, ang eantity
glinlcalresearch malerise | .8 roeearch documents auch as case repart form raguiatory fles. study data, biologic apecimens, sto) at
tnese locations ana [ana for Meir approprizts disposition. Applrﬂmm supporting documentation (6. Dudgats) should De INCiLGEd n ihe
spplication. ‘Hew" or ‘raetructured” Netwarks progaeing Infrastnucture or buliding on the raezarch plans of exlating Networke should alao
complata fhis saction.

angoing clical witls By pre:
that mey uot ba completnd

Ongoing Clinical Trials

7 Profacal 7 Stalus |3 Current |4 Wumbarof |5 Follow-up | & Wetwors | 7. Clinical T Total
Humber and Enrolment | Participating | Completion | coste Reesarch §its | Protocol
W (%)ana | sifss current |Dsts set)  [iCoRE, NL, | costs Costs
Enroliment | pius plannad) SDMC
compistion
Date (sat}
Total Ongoing 5. 0. [
Protocol Costs

1102004 Page 10f3




Application Assembly
Coordinating and Operations Center (CORE)
— Transition of Clinical Research Activities and

Components:

e Phase-Out of Network Infrastructure

LESDERSHIP FOR HIVIAIDS CLINICAL TRIALS NETWORKS LEADERSHIP

Table 4: TRANSITION OF CLINICAL RESEARCH ACTIVITIES AND COMPONENTS

Phase-Out Network Infrastructure

7. Componsnt Hams

T Type

. Ongoing Activity

I Anflcipated Phass-out anater
Clinlesl Trial
Matsriala? [Yas
or Noj

1102008

Page20f3

 Transfer of Clinical Trial Material

Table 4:

LEADERSHIP FOR HIVIAIDS CLINICAL TRIALS NETWORKS LEADERSHIP

TRANSITION OF CLINICAL RESEARCH ACTIVITIES AND COMPONENTS

2ma gonars] exiar a: ia Section B.
25 necessary. 1. Indicais i

ps of maisrials preseat. w

Transfer of Clinical Trial Materials

1. Location 2. Type of Material 3. New Locstion 4_ Anficipated Transfer
Dats

1noz004 Page 3of3




Application Assembly
Coordinating and Operations Center (CORE)

e Research Plan Format Continued

 Performance Evaluation
 Cross-Network Collaborations



Application Assembly
Network Laboratory (NL)

 Each component in the
application should include its
own:

— 398 Face Page -- PlI must devote
50% effort

e “:»: """""" m_.“
— 398 Form Page 2 S
— Resources for the Network =

Laboratory



Application Assembly
Network Laboratory (N L)

sUETOTALY

 If proposing more than 1
of the 6 research areas
the budget justification =— -
must include the
percentage breakdown by
priority area

e Network Laboratories
Research Plan — 60




Application Assembly
Statistical & Data Management Cente
(SDMC)

 Each component in the application
should include its own:

— 398 Face Page

e p—— B el

— 398 Form Page 2

— Resources for the SDMC




Application Assembly
Statistical & Data Management Center
(SDMC)

« 398 Budget Page 4and5 ... _ _

suEToTALY

 If proposing more than 1
of the 6 research areas _—
the budget justification =
must include the o
percentage breakdown by
priority area

e SDMC Research Plan —

AN Nanac



Application Assembly
All

* Biographical Sketches for all application
components

* Checklist for applicant



Application Assembly
New 398 changes

e Use new 09/2004 application
398 forms

 NIH now requires the use of

: : e I —
Arial-11 or Helvetica-11 / e =

point font

 Face Page: P
— Title—Form field length has % B

IIIIIIIIIIIIII

been increased to 81 oo el e
characters B

— eRA Commons User Name
fleld has been added. This
data item is currently optional

— Human Subjects Research

haovy hae hean maodifiad tn




Application Assembly
New 398 changes

£
i
i
g
i

LH xe, Fient. Micel:
DESCRIPTION: Ses ndnuci=1e Siwe ive 70 EITRS, 2GR, S8R B0 AFASG NTE, TG TAATAnCE 15 198 ST reniednal of
. e project (s, salwancs foine missen of tha sgency. Cwacrins coacaly Be resenct detign a1 machode o achining $aas grale. Desris
£ NS e SR S 7l £ 1 FLTES et gt
Ty BECHEEN, 19 had o (TS GENtETSen, SeasTib AN, 107 AT gangs Ie ressunos S i e eanch S pubils RN Hie axscation n kndsd Ivn
e o, 2 e, wl becore pubis =ow, da P iade propEeEnges alivlormator. D0/MDT EXCEED THE SPACE
FACIDE]

Continued

— 5 distinct sections—Description,
Performance Sites, Key
Personnel, Other Significant
Contributors, and Stem Cells. e

— Description/Abstract : /

Instructions have been added

requiring the Pl to succinctly (2- o
3 sentences) describe the

relevance of the proposed

research to public health. Plain

]
Il'\lr'\ﬁll 1 AN NS 1S A\ Iﬁlﬂf\f\‘"f\fd



Application Assembly
New 398 changes

— Key Personnel Section : A field has =
been added for the eRA Commons/*
User Name.

— Other Significant Contributors: This—

IS a new field that allows e ——

identification of individuals who will
contribute to the scientific N

development or execution of the R
project but are not committing
specified measurable effort.

» Biographical sketches will be required
for these individuals;

» Other Support information will not be
required.

— Human Embryonic Stem Cells:



Application Assembly
New 398 changes

« Budget Pages 4 & 5:
Budget pages have

OUTPATIENT
ALTERATIONS AND RENOVATIONS (Remize by categary)

[] []
e e n m O d I fl e d : -
u

CONSORTIUMICONTRACTUAL COSTS ‘ DIRECT COSTS

SUBTOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD (item 75, Face Page) $ |
COMSORTIUMICONTRACTUAL COSTS ‘ FACILITIES AND ADMINISTRATIVE COSTS

TOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD $ |

— Separate the Direct

PHS 398 (Rev. 08/04) Fage Form Page £

and F &A for

ALTERATIOMNS AND
RENOVATIONS

Consortium

CONSORTIUMS
CONTRACTUAL
COSTS

SUBTOTAL DIRECT COSTS
(Sumn = fern 82, Fave Page)
CONSORTILMI
COMTRACTUAL  [F&A
COSTS

TOTAL DIRECT COSTS

N eW S l I btotal fO r TOTAL DIRECT COSTS FOR ENTIRE PROPOSED PROJECT PERIOD A
SBIRSTTR Only | ‘
SBIR'STTR Only: Total Fee Requested for Entire Proposed Project Period

Fee Requested
]
(dd Total Fee amount to “Tatal ditect costs for entire proposed project pedod” above and Total F&AAndired costs from Cheddist
Form Page, and enter these as"Costs Requested for Proposed Fedod of Support on Face Page, Hem8b.) $
JUSTIFICATION. Fallow the bucget justiication instructions exactly. Use corfinuation pages & needed

‘OUTPATIENT

DIRECT




Application Assembly
New 398 changes

 Biographical Sketch Format Page : A field
has been added for the eRA Commons User Name.

 Personal Data Page: Applicants are now
requested to provide only the last four digits of the Social

Security Number. Still voluntary.

 Checklist Form Page:

— Foreign Application: Two distinct options are
now provided 1) Grants at Foreign Institutions
or 2) Domestic Grants with Significant Foreign
Involvement. This data area also includes a
text entry section to list countries involved.



Should describe what is in the
application and/or section, Core,
/SDMC and/or Laboratories

Form &pproved Through DQB}Z‘EDDT

CmB Mo, 0925-0001

of Health and Human Services
Public Health Services

rant Application

Do poyexceed character length restrctions indicated.

LEAVE BLANK—FOR PHS USE OHLY.

Type |.ﬂ-.|:’tiv'rty Mumber

Reviesy Group Formerly

CouncilBosrd (Morth, Year) Date Received

1. TITLE OF PREJECT (Do nat excesd &7 chargcters, inciiding spaces and punctuation.)

Network 2

2. RESPOMSE TOSFPECIFIC REQUEST FOR APFLICATIONS OF PROGRAM AMMOUMCEMENT OR SOLICITATION [ Mo [ vES

(i “¥es,” state number and titie)
Mumber: | RFEA-AL-05-001

Title: | Leadership for HAAIDS Clinical Trials Metworks

3. PRINCIPAL INVESTIGATOR/P RO GRAM DIRECTOR

Hew nvestigator [ JHe [ Yes

3. NAME (Last, first, middle)

Sh. DEGREE(=) Jh. eR& Commons User Mame

3. POSITION TITLE

Je. DEPARTMEMT, SERVICE, LABORATORY, OR EQUINMALENT

3. MAJOR SUBDIISI0N

3g. TELEPHOME AND FAX (Ares code, number and extension)

3d. MAILING ADDRESS (Street, city, state, zin code)

E-MAIL ADDRESS:

TEL: F
4. :EgﬂE'&ERSCLI_I'EJECTS 4b. Human Subjects Assurance Mo 5 VERTEBRATE AMIMALS I:l Mo D ves
di. Clinical Trial 4d. MIH-defined Ph 1l . . .
O ne O ves Do O ve Toweama O e O | Cores are considered engaged in human subject
45- Zzseaah EXEMEL s Exempton o research even when maintaining “operations
centers" or "coordinating centers" for multi-site

7. COSTS REQUESTED
Al MGFT PERIOMN

6. DATES OF PROPOZED PERIOD OF
SHPPORT fmnpth dav veare— AN )

collaborative research.
SDMC can often be exempt

Labs are generally not exempt




7 Yr Project Period

6. DATES PROPOSED PERIOD OF 7. COSTS REQUESTED FOR IMITIAL T8, COSTSREGUESTED FOR PROPOSED
SUPPOR T\ month, day, year—IWM OO ) BUDZET PERICD PERIZD OF SUPPORT
From Through ¥a. Direct Costs (51 Tb. Total Costs (81 #a. Direct Costs () 8b. Total Costs (81
03/01/2006 27282013 #6000 000 $10,000,000 42 poo,0od ¥70,000 000
9. APPLICANT ORGAMZIATION 10. TY'PE OF ORGAMIZATI
Mame \ Public:. = [ Fedgral O state [0 Local
Address
Direct Costs: Direct Cost for
. Dizadvantaged
both the main grantee and all
subcontracts,
12, ADMIMNISTRATIE OFFICIAL TO BE MOTIFIED IH LA TIOM
Name Excludes F &A for the grantee
Title
P and subcontracts
Tel: Fax: Tel: F&x:
E- ail: E- htail:
14. PRINCIPAL INWVESTIGATOR/PROGRAM DIRECTOR ASSURANCE: |certify that the [SIGRATURE OF PIYPD MNAMED 1M 3a. DATE
statements herein are true, complete and accurate tothe best of my knowledge. [ an {ia Tk, "Per sianatuve not aoceptabie )
aware that any fake, ficttious, or fraudulent statements or claims may subject meto
criminal, civil, or administrative penalties. | agree to accept responsibility forthe scientific
conduct of the project and to provide the required progres=s reports if a grant i awarded as
a result of this application.
15. APPLICANT ORGAMIZATION CERTIFICATION AND ACCEPTANCE: |certifythat [SIGRATURE OF OFFICIAL MAMED M 13, DATE
the statements herein are true, complete and accurate to the best of my knowledge, and | in fof. “Per” sighature hot geceptatie,)
accept the obligation to comphy with Public Health Services terms and conditions if a grant
i awarded a= a result of this application. | amaware that any fake, ficttious, or fraudulernt
statements or claims may subject me to ciminal, civil, or administrative penalties.




Core Personnel
Example

Divide by Category

Principal InvestigstorPriigram Director (Last, First, Middley. | Kirker, Wary C.

Personnel Continued

Pl AE

Coordination and Logistic Support

Cathy Cole

Tracy CTarmeron

Susan Stella

A es Mictula
I

Serald Lewis

Tom Clancey

John Ripper
Jdean Arthur
Jessica Lange
Anne Tyler
Bridget Jones
Hormer Sirmmpson
Dorothy Parker
kichael Swann
Mancy Boyd
lan McGill
James Brown
Wwalter Cronkite
TBEM
James Steweart
John Lennon
Edward hMcBain
Thomas Jones

EFFORT

ROLE OM TYFE O™
PROJECT

Internal Prog Coor 100 100
Admin Affair Coor 100 100
Admin Affair Coor 100 100
CSG 100 100
Contract Spec 100 100
Technical Assis 100 100
Information Sup 100 100

Coordination and Logistic Support Subtotal:

Deputy Clin kMgr 100
Section hogr CTS 100
Section hogr CTS 100

Sr Clin Trials Spec 100
Sr Clin Trials Spec 100
Sr Clin Trials Spec 100
Sr Clin Trials Spec 100

Clin Trial Spec 100
Clin Trial Spec 100
Clin Trial Spec 100
Clin Trial Spec 100
Clin Trial Spec 100
Clin Trial Spec 100
Associate TTS 1a0
Document Spec 100
Clin Sec Admin 100
Clin Sec Admin 100

Protocol Development, Implementation and Oversight

100
100
100
100
100
100
100
100
100
100
1a0
1a0
1a0
1a0
1a0
100
100

IMNST
BASE

Foooo
Ba000
Ba000
Ba000
Ba000
40000
40000

115000
Fa000
Fa000
Bs000
Bs000
Bs000
Bs000
S5000
SS000
SS000
So000
So000
So000
45000

S000
30000
30000

Protocol Development, Implementation & Owersight Subtotal

TOTAL CORE:

SaLARY
APPT PROIECT SAalARY REQUESTED BEMEFITS TOTAL

Foooo
55000
55000
S0000
55000
40000
40000
395000

115000
w5000
w5000
B5000
B5000
B5000
B5000
S5000
Ss000
Ss000
So000
So000
So000
45000

S000
30000
30000

SE5000

1 645 000

FRIMNGE

17a00
16250
16250
12500
16250
10000
10000
95750

28750
18750
18750
15250
15250
15250
15250
13750
13750
13750
13750
13750
13750
11250
1250
Fa00
Fa00
241250

411250

[SEgaiulu]
81250
81250
52500
S1250
50000
50000
493750

143750
93750
93750
S1250
S1250
S1250
S1250
BS750
B5750
B5750
B5750
B5750
B5750
56250

5250
37a00
37a00

12068250

2056250

Provide Cumulative Total

DETAILED BUDGET FOR INITIAL BUDGET PERIOD FROM Un it
IRECT COSTS ONLY 31/2006 2/28/2007
PERSOMMEL (Applcant orggnﬁgﬁon anld =5 DOLLAR AWOUNT REQUESTED fomd cents)
TYPE EFFORT IMST.
ROLE O SALARY FRIMNGE
HAME PROJECT ffffl;ﬂ DS,T , QE,AEEV REQUESTED BEMEFITS TOTAL

Mary C. Kirker | SUITCIEY 12| 50.0| 750,000 75,000 18,750 93,750

nvestigator
Administration ¢
Jane Doe Praj.Manager 12| 7000| ©0,000 80,000 22500( 112,500
Jahn Smith '“tEfg:'mF'mg 12| [Aoom| 70,000 70,000 17 500 87 500
Floyd Cross 2dmin Assist 12| 7o0o00| 25000 25,000 £,250 31,250
Carol Boon Adrnin Assist 12| 7oo0| 25000 25,000 5,250 31,250
See Mext Page

SUBTOTALS 205,000 71,250 356,250




CONSULTANT COSTS
Coordination & Logistics: Susan Smith, Transcriber 500 hours @330 an haour 15 000
EIUIPFMEN] [{®rIe) I
Adminiztration -- 1 LAN zerver -- $5,000

Protocol Development -- 2 LAN servers -- 510,000

15,000

SUFPLIES (JEMZE OF 3 BEgory)

Adminiztrative -- General Office Supplies -- 20,000, Comput et sofbhegre 20,000
Coordination & Logistics -- cazsette tapes, notebooks, $20 000

Pratocal Dev. -- General Office Supplies -- 20,000

§0,000

TRAVEL
Coordination and Logistics Travel of CAB, Exec Comim. Metwark meeting & Ad Hoc 55,000

PATIENT CARECOSTE | \npATIENT

G UTPATIENT
ALIERATRNSAND RENQVAIRNE TERMIS O G3 BJO)

UTHEH EEP ENSES (TEMIZE OF CREQNY)

Divided Equally between Administration, Coor & Log and Protocol Dey.
Reproductions $65,000

Logn Distance Secure lines and Faxes -- $35 000

Exprezs Deliery -- $35 000; Standard mail -- F20,000

155,000

CONSORTIUMCONTRACTUAL COSTS | DIRECT COSTS

SUBTOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD fEm 7z Face Page) $ 237F 750

CONZORTIUMCONTRACTUAL COSTS | FACILITIES AND P.DHIHETHA'IyE/CDSTS

TOTAL DIRECT COSTS FOR INITIAL BUDGET PERIOD $ 2376950

SEIR/STTR Only: FEE REQUESTED
PHS 398 (Rew. 090§ Page Form Page 4

You may
provide details
on 398 form
page 4

If you have consortiums make sure you do a separate Page 4
and 5 for each consortium and add the totals on the overall
budget of the component and/or the application




IS PR S IR TN TR B B Al & TS 0, RS BRI, VRS Y = I

BUDGET FOR ENTIRE FROF O3 ED PROJECT FERIOD
DIRECT COSTS OMLY

T TS R Each budget must include 2 page 5’s if

INITIAL BEUDGET
BUDGET CATBEGZORY FERKDD
TOTALS o R Page S 2rd 3rd +h Sh -
EEI T requesting more than 5 years
benefts . Anadcart o oaton
iy, 7 056 250 7117938 7181 476 7,346,920 7,314,338 /
el I st gl oV o s Dl (Lol Pt paair KIer, hfane C.
O U 15,000 15,450 15,914 16,391 16,283 [ — ———— e - i
[ Xy BUDGET FOR ENTIRE PROFOSED PROJECT FERIOD
15,000 20,000 20,000 10,000 10,000 OIRECT COSTS OMLY
ZUPPLEZ &0,000 22,400 24,872 a7, an, 0441 =T e A TEC T 06 ET | 07 CNT I L YEARS OF &G RT REGUESTED
TRAVEL T ALS | Jo s A ah Sih
A0,000 Af GE0 63,360 60,101 61,904 PEREOMMEL Saacy and fnge
doan'ds Applean orgameation
pariear | MPATIENT P 2383758 | 2456071
CARE B o T
GOSTS  gyTRATENT FEHEALTARE asrE 17,380 17,911
ALTERATIONSAND ECUIPMENT
RENDVATIONES
S PUES
92 747 95 574
OTHER BcPENZES 155,000 154 650 1fich, 2 169,373 174,454
CONSDAT U L A3, 761 f5 674
CONTRACTUAL DIRECT
EBSTS TN IMPATIE NI
§UBTOTAL DRECTCOSTS A b
(e = tew O, Face Pag) 2,376,250 2462 088 24525 051 2,590,203 2 66T 60D e [reobidatl SLt
CONSORTIURY ALTERATIONS aND
CONTRACTUAL FEA FE MOYAT I NS
OTHER EXFENSES
TOTAL DIRBCT COSTS 2,376,250 2 452,088 2,525 051 2590203 | 2667609 — M Mol
TOTAL DIRECT COSTS FOR ENTIRE PROPOSED PROJECT PERIOD 4 s i —
SBIRISTTR Cnly GUEBTOTAL D REGTSORTE
Fag Raqua Itﬁﬂ YSam = Nem Sa Face Mage)
SEIRIGTTR ONly. Total Fes Requested for ENTre Propo ied Project Pearod Sl |
A4 Tolal Fe ariaund 1o T olal dined cods hor ol m propesd proped. perad” sbhoy ard Tol e FAATMSNED cmds fmm Chackiod et
Fom gy i i Uhizie: sns " il s Fisquissind o Propessd Pirnd of Suppd o F ace PMags, lam 3k 3
JUSTIFCATION, Follow Fe budgel I 1Al Ine huclors exacly. Use coriralonpages as reeded. W Lt TR 2,037 138 2,819 468
AOMINISTRATIVE COORDIMATION AND LOGISTICE  PROTOCOL OEY TOTAL
TOTAL D RECTCOETE FOR ENTIRE PROPDEED FRCJECT PERIOD
Personnel  E356,250 4032 750 $1,206,250 2,056,250 3 18,167 947
Conzultant F15,000 F15.000 ;E"‘:: TTR:J?
Equipment  $5,000 10,000 15,000 ° Feage
Supplies  $40,000 $20,000 $20,000 $30,000 e
Trawvel 55 000 55,000 :::nll '.'l.\::r.l;i-:li-:.'lll-:\--l '.'\_:rﬂ,'\- H-:ru-I:\-l-:l’lln.ll'\.l:llr\--:llll'\-::ll’I -Ii -.q:-.l o s I:;::rldl::u.:: |, from !;
Dther El:Fl %1 .EEE %1 .EE? %1 .EE? $1 55.|:||:||:| SISTIFICATICN. r-lr!lplll-:ll:\.rll.r! (upald e o) e o e Wbe ot ation e g s e e ed ed
TOTALS $452 916 625,417 $1,287.917  $2,376.250 Fapaiizna sl Sl s b e
Translational Reseamh'Onug Developmert -- G0°%
Optimizaionyf Clinical vBnagement, ncluding Co-horbidities -- <0058

Provide
Breakdown by More than 1 High Priority Areas — Provide

Support Areas % for Each Area




FORMAT FOR PROPOSED CLINICAL TRIAL UNITS

1. Criteria used to select CTUs and Research Sites:
{EXAMPLE: A= past perormance in fop 3025 of current funded unifs, 8= pasi perormance in fop 733 of current funded unifs, &= access fo minorifyethnic populaiion

efe. )

A= Past Performance in top 50% of current funded units

B= Past Performance in Top 75% of current funded units

C= Access to new subject base

D= Access to minority/ethnic populations

2. a. CTU Name:
b. Administrative d. CTU PI f. Institution h. Currently k.
Component City and State (U.S.) or in a DAIDS Selection
Country (non-1.5.) Network? Criteria
AIDS Res All University of Maryland A
Bethesda Mary Kirker Bethesda, Maryland X ves [0 Mo
c. Clinical Research e. Site Leader g. Institution i. Currently in | j. Estimated l.
Site Name City and State (U.S.) or a DAIDS Annual Selection
Country (non-U.8.) Metwork? Enrollment Criteria
DC Mem. Physicians Grp Jane Doe District of Columbia X ve= [] Mo 22 A
John Smith Fam. Med John Smith Rockville, Md Xl ves [0 No 30 C

O Yes [0 Mo




LEADERSHIP FOR HIVIAIDS CLINICAL TRIGLS HETWORK S LEADERSHIP

Table 4: TRANSITION OF CLINICAL RESEARCH ACTIVITIES AND COMPONENTS

Instructions: Table 4 contalns 3 sections. The Intent |2 to summarize cngolng clinlcal frislks jincludgs other clinlcal ressanch actlvity such as
spldemicloglc or obasrvational studiss), Identity exlsting Network componants that ars not Included in the currant application, and Igantify
ciinical rasearch matarials | 8.9 research documants such & case report forms reguiatory flles, study cata, blolegic specimans, atc) at
these locations and plans for thelr approprizte disposition. Ap%gfnata supporting documentation (e.g. budgsts) should be Included In the
application. ‘Hew™ or ‘rasfructured” Networks progosing Infrastructure or bullding on the ragearch plang of exlsting Networks should also
complata this sactlon.

Bacoon A. 1. Identify ongomg climical mials by prosocal momiser and neme (2 commozly meed chert pamss ic accapizhle). Inclade all clinical trials
[ongoing or plan=d) that maxy not be complaed a2 the dpwe of 2arard. Add as many rows ac zecessary. 2. Indicate the curremt anmellmsest sxamms (1.6 ot
the Hoee this applicatios is being submiced) usmg the codus P= pendmg anrellme=t; U= open to sorallmens, C=Closed to szroll=ent (smdy is f2lly
pecrued). 3. If stares =P or O indicaie the percantags of total eorollmans that hac baen accmzed to dass (1.6, tha dats of cubmizcion of thic applicaton)
end idemtify that date that Fzll szrollment is antcpated. For ongoing soudies with fll eozellneest, mdicate 1007 and the date at which sprellosest was
stopped. 4. Indicass the total momber of clinical ressarch sites tat are or will be enrolling parficipests io this clintcal trial. ¥. Indicess the date at which
it 15 anticipated that all parccipant follew-op will be completed. & [ndicate the Lesdership cosis (CORBE, WL, EDRIC) to complets thiz smdy after the
esttmated award dats for this applicatie=. 7. Indicete the clmical mesarch site cosis to cozaoplets thic ctndy after the sstimzind award date foz this
epplicasios. B, Add e Memwork and Clinscal Ressarch oot Sor sack provacal. 9. Indicars sotal Leadamiip coste for all ongoizg clizical tmale. 10.
[ndicate sotal clinical ressarch site costs for 2ll cogedng clinical thals. 11. Izdicate costs for 2ll ongeding clinical trials.

Ongoing Clinical Trials

1. Protocol 2. Status |3 Current | 4. Humbser of |5 Follow-up | & Network | 7. Clinlcal 8. Total
Mumber and Enrcliment | Participating | Completion Cosats Research Sita Protocol
Mame % § and Sltes [current | Data (sat) {CORE, HL, | Coafs Costs
Enrcliment | plus plannad) SDMC)
Complation
Date {ast )
A5165 0] 54%/8-06 17 9-07 $385.000 $1.456.000 $1.841.000

Total Ongolng

Proiocal Costs *$385,000 | '"$1.456.000 |"'$1,841,000
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LEADERSHIP FOR HNVAIDS CLINICEL TRIALS NETWORKS LEADERSHIP

Table 4: TRANSITION OF CLINICAL RESEARCH ACTIVITIES AND COMPONENTS

Sscoon B. 1. [dentfy existing Metwork components not propessd in thic applicetics.  List i tee following arder: Oparatons ofsce {op), Mebsark oc
caztral laboratory facdlities (Lak), Snttcel or Dan Manzgemant Centess (stais, doz) a=d clizical 12l units and ressarch site. Climical u=its shonld e
idantifiad mei=g correzt natarork wrminzlogy (a5 EEVTU, AACTU, whc.), using a coparats soawr for sach hadin wwit subemit, etc. Add rowe a5 necaczany.
2. Ideztify the typs of organizaton wiing acoeoyms identified above [Ope Lab, DM, etc.). 3. Brefly deccrba activitss that ame Skaly o be cngeing at
tha dowe of new wweard. Faor exempls. idensdsy protocols licted in Secdoz A, 4 List the anticipesed date by which all czgoizg wodk ic Hkely to ba
completed. ¥, [ndicats "Yaes® if sscendal clinical miale sextst at this locadon. All maierals cheszld be idsntfisd n Sscdon B. balow.

Phase-Out Network Infrastructure

1. Component Name 2. Type 3. Ongoing Acthvity 4. anficlpated Phase-out §. Transafer
Completion Date Clhinlcal Trial
Matariala? (Yes
ar Hoj
University of XXXX AACTU Subject Follow-up 9/2007 Yes
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LEADERSHIF FOR HWVAIDS CLIMICAL TRISLS HNETWIRKS LEADERSHIP

Table 4: TRANSITION OF CLINICAL RESEARCH ACTIVITIES AND COMPONENTS

Sscgon O, 1. Followizg the seme generz] osdar ac i Ssction B., list lecations idensified for phace out in Section B that houwss ssceoiial clizical receanch
materiale. Add rows 25 necassary. 1 Indicate the type of matarials present. nizg 2 svparate row for different fypec of materials. Types of matsnals may
incinde regulatory documemis, cass report forms, climical mial files, clinical ressarch daa, admizismacive da, Hiclogical specimans, wic. 3. Identfy the
planzed location for thess matartals. 4. Idaoitfy the estimass dete for the fransfer of the matesial to 2 zewr locatuom.

Transfer of Clinical Trial Materials

1. Location 2. Type of Material 3. New Location 4 anflcipated Tranafer
Date
Univ. of XXXX Regulatory Documents Univof YYYY 09/2007
Univ. of XXXX Case Report Forms Univ of YYYY 09/2007
Univ. of XXXX Ciin. Res. Data Univ of YYYY 09/2007
Univ. of XXXX Biological Specimens Repository 09/2007
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Questions?

¢ http://grantsl.nih.gov/grants/funding/phs398/phs398.nhtml

@ http://www.niaid.nih.gov/daids/rfa/networkO06/default.ntml

Division of Extramural Activities Leadership RFA Pre-Application Meeting December 13, 2004
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